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Ihe  audit took place in Spain from December 1 through 10,2004 

An opening meeting \\-as held on December 1 in Madrid with the Central Competent 
A~ithority(C'CA). At this meeting, the audit team confirmed the objective and scope of 
the audit. the audit team's itinerary, and requested additional information needed to 
complete the audit of Spain's meat inspection system. 

The audit team members were accompanicd during the entire audit by representatives 
from the central office of the Ministry of Health and Consumer Affairs (hereon referred 
to as the Ministry of Health) andlor representatives from four of Spain's regional 
governments, i.e., Autonomous Communities. 

2.OBJECTIVE OF THE AUDIT 

This audit was an enforcement audit. The objective of the audit was to determine 
whether Spain was maintaining an equivalent inspection system and, therefore, retain 
eligibility to export meat and meat products to the United States. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA. 
four Autonomous Communities. five pork processing establishments. one swine slaughter 
establishment, and 4 laboratories conducting microbiological testing of meat samples. 

Competent Authority Visits Comments 

Central 1 Ministry of Health 

Autonon~ous 4 Regional Governments 
Communities 

Microbiological Laboratories 4 Establishments Producing 
Pork Products 

hlent Slaughter Establishnients 1 

/ Meat Processing Establishments II j 

This on-site audit was conducted in three parts. One part involved visits with Ministry of 
flcalth inspection officials at the central office and Autononlous Con~n~unities offices to 
discuss ovcrsight programs and practices, including enforcement activities. The second 
part involved an audit of a selection of records in the country's inspection headquarters or 
Autonomous Communities. The third part involved on-site visits to 5 certified 
establishments and one non-certified establishment that was presented to FSIS as fully 
meeting the U.S. import requirements. 

Government oversight mas evaluated using the five FSIS government oversight 
requirements stipulated in FSIS regulations (9 CFR 327). Program effectiveness 



ilctcrniinationr of Spain's inspection system focused on five areas of risk: ( 1 )  sanitation 
controls, including the implementation and operation of Sanitation Standard Operating 
Procedures. (2) animal disease controls. (3) slaughter1 processing controls. including the 
implementation and operation of HACCP programs and a testing program for generic E. 
coli, (1) residue controls, and (5) enforcement controls. including a testing program for 
Snltt~or~ello. 

During all on-site establishment visits, thc auditors evaluated the nature. extent and 
degree to which findings impacted on food safety and public health. Thc auditors also 
assessed how inspection services are carried out by the government of Spain and 
determined if establishment and inspection system controls were in place to ensure the 
production of meat and meat products that are safe, unadulterated and properly labeled 

At the opening meeting. the audit team explained to the CCA that their inspection system 
would be audited in accordance with three areas of focus. First, under provisions of the 
ECIIS  Veterinary Equivalence Agreement, the FSIS audit team would normally audit 
Spain's meat inspection system against EC Directives: 

0 641433lEEC, of June 1964, entitled "Health Problems Affecting Intra-Community 
Trade in Fresh Meat" 

0 96122lEC. 29 April 1996, entitled "Prohibition on the Use in Stockfarming of 
Certain Substances Having a Hormonal or Thyrostatic Action of B-agonists" 
96123/EC, 29 April 1996, entitled "Measures to Monitor Certain Substances and 
Residues Thereof in Live Animals and Animal Products" 

Homever, since this audit did not include a review of Spain's residue program, EC 
Directibes 96/22 and 96/23 were not relevant to this audit. 

Second, in arras not covered by EC Directive 641433, the FSIS audit team would audit 
against thc PSIS inspection requirements. FSIS requirements include daily inspection in 
all certified establishments, humane handling and slaughter of animals, the handling and 
disposal of inedible and condemned materials, species verification testing, and 
requirements for HACCP, SSOP, testing for generic E. coli, Solmonellcr species. and 
Li~terru nzonocytogenes. 

Third. the audit team would audit against any equivalence determinations that have been 
made by FSIS ibr Spain under provisions of the Sanitary/Phytosmitary Agreement. 
Currently. no equivalences determinations are in affect. 

4. LEGAL BASIS FOR THE AUDIT 

The audit n a s  undertaken under the specific provisions of United States laws and 
rezulations, in particular: 

0 The Federal Meat Inspection Act (21 U.S.C. 601 et seq.). 

The Fcderal Meat Inspection Regulations (9 CFR Parts 300 to end), which include 
the Pathogen ReductionlHACCP regulations. 



In addition. compliance with EC Directive 6414.33 was also assessed by the FSIS audit 
tcam. 

5 .  S l ~ k l h l A R Y  OF PREVIOUS AUDIT 

Final audit reports are available on FSlS' website at: 

FSIS audit of Spain's inspection system conducted in hlarch/April 2004. 

0 Six certified establishments and two laboratories reviewed. 
0 Four establishments received an NOID. 
0 Inadequate HACCP implementation in one establishment. 

No daily inspection in three establishnients. 
0 Inadequate implementation of Listerin regulations. 
0 Subnonellu testing for RTE products was not implemented. (This deficiency was 

not cited during the audit but determined later.) 

6. MAIN FINDINGS 

6.1 Legislation 

The legislative responsibility of Spanish establishments certified to export meat to the 
United States is co-shared by Spain's Ministry of Health and the regional governments, 
i.e., Autonomous Communities. Each Autonomous Community is the government 
Spanish body that has legislative authority over the exporting establishments and regional 
government laboratories. The Ministry of Health, although not having legislative 
authority over the exporting establishments, does have legal authority to certify and 
decertify these establishments. The Ministry of Health also has legislative authority of 
the National Government Laboratory that currently conducts all microbiological testing 
of samples of meat products being exported to the United States. 

6.2 CTo\.ernnient Oversight 

The CCA has the organizational structure and staffing to ensure uniform implementation 
of the U.S. import inspection requirements. 

1; 1.1  CCA Control Sq-stems 

Primary go\:ernment oversight of certified establishments falls under the Autonomous 
Communities. which is Spain's regional governments. The country of Spain is divided 
into 17 Autonomous Communities. In regard to the six establishments reviewed during 
this audit. they are located within the following four Autononlous Communities: 

Castilla 4 Leon 
0 Castilla-La Mancha 



K'ithin each Autonomous Community, the region is subdivided into Provincial and 
District governments, which also play a role in providing government enforcement and 
oversight of establishments certified to export meat to the llnited States. Each 
Autonomous Community dcterniincs the amount of shared responsibility to Provinces 
and Districts and it varies slightly for each Autonomous Conlmunity. Regardless of the 
distribution of enforcement and owrsight responsibility of certified establishments, the 
Autonomous Community determines all final decisions regarding compliance \vith FSIS 
inspection requirenients. All three governing bodies have daily coordination with one 
another. 

Audit of the CCA control systems included the following document reviews during on- 
site visits to headquarters, regional offices, and local inspection offices (establishments): 

Supervisory visits to establishments that were certified to export to the lJ.S. 
New laws and implementation documents such as regulations, notices, directixres and 
guidelines. 
Label approval records. 
Sampling and analyses for residues and water supply. 
Pathogen reduction and other food safety initiatives such as SSOP and HACCP 
programs. generic E. coli, Sulmonella species, and Listerirr morzocytogenes testing. 
Sanitation, slaughter and processing inspection procedures and standards. 
Export product inspection and control including export certificates. 
National residue control program and monitoring results. 
Enforcement records including examples of criminal prosecutions, consumer 
complaints, recalls, seizures and control of noncompliant product, aud withholding, 
suspending: withdrawing inspection services from or delisting an establishment that is 
certified to export product to the United States. 

No concerns arose as a result of the examination of these documents with the exception 
of the following: 

Salmonella testing by the government was not being conducted as required 

6.1.2 Ultimate Control and Supervision 

Each estliblishtueut is under the direct authority of the applicable Autonomous 
Cnnnnunity. The Autonomous Communities i.e., regional governments, have sufficient 
personnel to provide government oversight of the establishments within its region. All 
six establishments reviewed had daily inspection coverage. The inspection officials 
assigned to thc establishments were full time employees of the Autonomous 
Communities. 

'Thc Ministry of Health has sufficient number of personnel to ensure effective oversight 
of a11 U.S. import inspection requirements. However, the Ministry of Health needs to 
strcnghcn its government oversight of the Autonomous Cotnn~unities. 



6.1.3 i\ssignment of Competent. Qualified Inspectors 

I~:pon entcring government en~ployment as an official inspector. new employees undergo 
induction training as w l l  as participate in on-the-job practical training under the 
supervision of csperienccd veterinarians. Training is supplemented by rcfresher courses 
011 inspection requirements and participation in US government training seminars. The 
Autonomo~~s Communities determine the amount of training for its inspection personnel. 
I11 addition. the Ministry of Hcalth call recommend training for inspection personnel. 

FSIS inspection requirements are distributed from the Ministry of Health to the 
Autonomous Comniunities, which provides these requirements to the Provinces, 
Districts. and applicable establishments. ?'he deficiencies noted during the audit in 
regard to IIACCP and SSOI' would suggest that additional training in FSIS HACCP and 
SSOP is needed for inspection personnel. 

6.1.4 Authority and Responsibility to Enforce the Laws 

The Autonomous Communities have the authoritv and resoonsibilitv to enforce the 
appl~cable laws relevant to establishments producing product for export to the United 
States. Iloncver. the audit findings demonstrate that the Ministry of Health needs to take - 
strengthen its oversight of the Autonomous Communities to ensure complete con~plianee 
with the U.S. import inspection requirements. Accordingly: 

0 ,Sdn~onelln testing by the government was not implemented in the slaughter 
establishment. Although this establishment was not certified to export to the 
IJnited States, it was presented to FSIS as fully meeting the U.S. import 
inspection requircments. 

0 Snlmonella testing by the government was not implemented in the five processing 
cstahlishments for RTE products. In addition. in one processing establishment, a 
second RTE product was not being tested for Listerla nzonocytogenes. 

6.1.5 Adequate Administrative and Technical Support 

During the audit, the audit team found that the Ministry of Health has administrative and 
technical support to operate Spain's inspection system and has the ability to support a 
third-party audit. 

6.2 IIeadquarters / Regional Offices / Local Inspection Offices 

Thc audit team conducted a review of inspection documents that included the follo\ving: 

0 Internal review reports. 
Supervisory visits to establishments that were certified to export to the United 
States. 
Training records for inspectors. 

0 New laws and implementation documents such as regulations, notices, directives 
and guidelines. 



Export product inspection and control including export certificates. 
Enforcement records, including exan~ples of recalls, control of noncompliance 
product, and withholding. suspending: withdra'iving inspection services from or 
delisting an establishment that is certified to export product to the United States. 

With the exception of the finding that has been previously reported, no serious concerns 
arose as a result the examination of thcse docun~ents. 

7. ESTABLISHMENT AUDITS 

The PSIS audit team reviewed five certified pork processing establishments and one 
porcine slaughter establishment that was not certified but presented to FSIS as fully 
meeting the U.S. import requirements. 

The revie~v of the non-certified slauehter establishment was in connection with the - 
government of Spain seeking to have its authority returned from FSIS to certify slaughter 
establishments for cxport to the United States. This authority was removed as the result 
of serious concerns regarding inadequate implementation ~ ~ P R ~ A C C P  identified 
during a 1997 FSIS audit of Spain's meat inspection system. 

Specific deficiencies are noted on the attached individual establishment check lists 

8. LABORATORY AUDITS 

One residue laboratory was reviewed. There were no concerns 

During reviews of microbiology laboratories, emphasis was placed on the methods, 
standards, and analytical control procedures relative to the testing of meat products for 
Species Verification and the presence of Listeriu monocytogenes undSalmonella. Three 
of the four laboratories reviewed were public laboratories located in the cities of Burgos, 
Salamanca, and Toledo. None of the three laboratories were testing samples of meat 
products being exported to the United States. 

The fourth laboratory reviewed was the government of Spain's Central National 
Laboratory located in Majadahonda. This laboratory has been certified under the 
requirements for I S 0  17025. In addition, this laboratory is the only lab currently 
conducting microbiological testing of samples of meat products being exported to the 
IJnited States. As the result of the review of this laboratory, the testing methods being 
uscd for the detection of Listeriir monocytogenes andSalmonellu wcrc not FSIS- 
approved methods. The Central National Laboratory has sent alternative laboratory 
testing methods to FSIS for an equivalence determination. 



0 SI\NI'S.\TION CONTROLS 

As stated earlier. the FSIS audit team focused on five areas of risk to assess an exporting 
country's meat inspection system. The first of these risk arcas was Sanitation Controls. 

Bused on the on-site rcviem of the six establishments. Spain's inspection system had 
controls in place for SSOP programs. all aspects of facility and equipment sanitation, the 
prelention of actual or potential instanccs of product cross-contamination, good pcrsonal 
hygiene and practices, and good product handling and storage practices. 

In addition, Spain's inspection system had controls in place for water potability records. 
cl~lorination procedures, back-siphonage prevention, separation of operations, 
temperature control. work space, ventilation, antc-mortem facilities. welfare facilities, 
and outside premises. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria employed in the United States' domestic 
inspcctmn program. Of the six establishments reviewed, there was inadequate 
~mplemcntation of SSOP requirements in 10 establishments. The degree of non- 
compliance varied. 

SSOP implementation deficiencies are noted on the attached individual establishment 
reports. 

9.2 EC Directive 641433 

All pro\isions of EC Directive 641433 were bcing met in the six establishments reviewed. 

10. ANIMAI. DISEASE CONTROLS 

The second of thc five risk areas that the FSIS audit team reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification, control over 
condemned and restricted product, and procedures for sanitary handling of returned and 
reconditioned product. The auditor determined that Spain's inspection system had 
adequate controls in place. No deficiencies were noted. 

'Ilierc had hecn no outbreaks of animal diseases with public health significancc sincc the 
last FSIS audit. 

1I .  S[,AUGHTER/PROCESSLNCJ CONTROLS 

The third of the five risk areas that the FSIS audit team reviewed was Slaughter1 
I'rocessing Controls. Controls reviewed included the following areas: ante-mortcm and 
post-mortem inspection procedures and disposition, humane handling and humane 
slaughter. post-mortem inspection procedures, post-mortem disposition, ingredients 



idcntiticiltion. control of restricted ingredients. formulations. processing schedules, 
equipment and records. and processing controls of cured. dried, and cooked products 

Revie\\ of controls also included the implementation of IIACCP systems in all 
estnblislnnents and implementation of testing programs for generic E coii and i.i.c.ter.iii 
ri1or7oc~'togene.s. 

1 1 . 1  Humane Handling and Humane Slaughter 

No deficiencies \yere noted 

1 1.2 HACCP Implementation 

All establisht~ients certified to exvort meat vroducts to the United States are required to 
ha\ e dc~eloped and adcquately implemented a HACCP program. This requirement also 
applied to the one non-certified slaughter establishment, which was presented to FSIS as . . . 

fully meeting the U S .  import inspection requirements. Each of these programs was 
e\aluated according to the criteria employed in the United States' domestic inspection 
program. 

The HACCP programs were reviewed durins the on-site reviews of six establishments. 
Of these establishments, there was inadequate implemcntation of HACCP requirements 
in ? establishn~ents. 

lIACCP implementation deficiencies are noted on the attached establishment checklists. 

I 1.3 Testing for Generic E. coli 

The slaughter establishment had effectivcly implemented testing for generic E coli 

1 1.4 Testing for Lisferia monocytogenes 

The five processing establishnients reviewed were producing RTE pork products for 
export to the United States. All five establishments had conducted a hazard analysis and 
reassessed the~r  HACCP plans to include testing of RTE products for Listrria 
r~~onocj~togencs with the exception of thc following: 

In onc processing establishment, Lisleric~ testing was not being conducted on a 
second RTE product being produced and exported to the Unitcd States. 

Deficiencies regarding Listeria implementation are noted on the attached establishment 
checkl~sts. 

12. KESIDIJE CONTROLS 

The fourth of the five risk areas normally reviewed by FSIS is Residue Controls. For this 
audit. F'SLS did not rcview Spain's residue controls. 



13. ENFOIZCEMENT CONTROLS 

'l'hc fifih ofthe five risk arcas that the FSTS audit team reviewed \vas Enforcement 
Cyontl-ols. These controls include the enthrcenient of inspection requirements and the 
testing programs for Snltnnnelli~ and Spccies Verification. 

13.1 Daily Inspcction in Establislmients 

lnspcction u a s  being conducted daily in all slaughter and processing establishments. 

13.2 Tcsting for Salmonella 

Slaughter establishment. The government of Spain had not implemented a testing 
program for Saltnnonella species. 
Processing establishments. The government of Spain had not implemented a 
testing program for Salmonelln species for R T E  products. 

13.3 Spccies Verification 

At the time of this audit, Spain was required to test meat products for species verification. 
Species verification testing was being conducted as required. 

13.4 Monthly Review-s 

During this audit it was found that in all establishments visited, monthly supervisory 
reviews of certified establishnlents were being performed and documented as required. 

13.5 Inspection System Controls 

The CCA had controls in place for ante-inortem inspection procedures and dispositions; 
rcstrictcd product and inspection samples; disposition of dead. dying, diseased or 
disabled animals; shipincnt security, including shipment between establishments; and 
prevention of commingling of product intended for export to the United States with 
p rod~~c t  intended for the doniestic market. 

In addition, controls were in place for the in~portation of only eligible livestock from 
other countries, i.e., only from eligible third countries and certified establishments within 
those countries, and the importation of only eligible meat products from other counties 
for further processing. 

Lastly, adequate controls were found to be in place for security items, shipment security. 
and prod~icts entering the establishnlents from outside sources. 

14. CLOSING MEETING 

A closing meeting was held on December 10. 2004 in Madrid with the CCA. At this 
meeting. the primary findings from the audit were presented by the FSIS audit team. 



The CC.4 ~inderstootl and accepted the 

STEVEN :I. hlCDERMO1'T 
Team Leader 
I~itcrnational Equivalence Staff 
Oflicc of international Affairs 



15. rYl'TACHMENTS T O  TFIE AUDIT REPORT 

I n d i ~idual Fore~gll Establishment Audit Forms 
kore~gn Countrq Response to Draft Final Audit Report (mhcn it becomes available) 



Foreign Establishment Audit Checklist 
- - -~~ ~ 

~p ~ - ~~ - ~ ~~ - 

1 ESTaLlS? l . lLUi  NAl/E+' IG L03AT lOh  2 A U C - C i T E  3 ESTABLISkhlEN: NC 4 h i % E  OF O U N - R Y  

Campof?io I 12 1.C &04 I 1 1  Spam 

Ctrn. Toledo . ~ / 5 ~ i h l E  OF AUDTCR(S)  1 6 i Y X  O F A U C T  
45500 I'o1T.jos I ~~~ .- 

I Dr. Nader hlemarian I ! ' O i 4 - S T E A U D i  L; DOCUM247 AUDIT 
~ ~ ~. . L p~~ - 

Place an X in t he  Audit  Resu l ts  biock t o  indicate noncompiiance w ~ t h  requirements.  Use 0 i f  n o t  applicable. 
~ . ..- .- ~~ ~ 

I Part A -Sanitation Standard Operating Procedures (SSOP) , ,,,; Part D - Continued i A ~ , :  

Basic Requirements RPSUI:~ Economic Sampling ' R~SU!:S 
-- ~. . ~ -. - ~p . . ~~ . ~~. 

7 Wr8tten SSOP 1 33 Scheduled Sample n 

8 Records documenthg mplemenfaton. 
.. .~ ~ 

34. Specks Testng 
~~- 

0 

9. Slgned and dated SSOP by m z t e  or overall autharty 
-- ~ 

35. Resdue - ~ 
-- $ Part E O t h e r  Requirements 

Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements -- - .. -- ~ - ~ ~ . .  -~ .A 

10 lmpiemenlationof SSOP's. lnciudng rnomtorng of irnpiementatlon 36. Expon 

11 Mantenanceand evaluation of theeffecbvenes of SSOPr ; 37. Impmi . -. . . -. . . . ... - - 
12 Carrect~veactonwhen the SSOPr  have faled to prevent direct 

m d u c t  conamnat8m or a d u k i a t o n  i 38 Establtshment Gromdr and Pe3t Control 

13 Daiy r ~ a i d s  document item 10. 11 and 12above. ! 39 Establshment ConstructonlMa8ntenance 
~ ~ ..-~.. ~ - .~~ . .~ .... 

Part - Hazard Analysisand CriticalControl 40 Light 
~.~ ~~ .- 

Point (HACCP) Systems- Basic Requirements 
- - ... ~..~-~ 41 Ventrlation 

14 Developed m d  mplemented a wr i t tm HACCP plan -- -- ~ . 

15. Colilents of theHACCP listthe f m d  safety hazards. 42. Plumbog and Sewage 
~ l t l c a  conbol pclnts. c r l t ~ d l  limits, pocedues, mrrecbve anions C 

I -- 44 Dres ing RmmsiLawtar ies 
17 The HACCP pan  Is sgned and daed  by theiespanshle ~~ 

estabhshrnent indivdual. ! 45. Equpment and Utensils -- 
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary Operations 

18. Monibring of HACCP plan. 
47. Employee Hygiene 

19. Verificabon and valdation of HACCP plan. 
T 

~~~ ~ . 
I 

~ 48 Condemned Product Control 

20 Conect8veactlOn wri l tm in HACCP plan. ~ -~ 

21 Reasessedadequacy a i  the H X C P  plan Part F - Inspection Requirements 
~~ 

I 
&. ~.-. 

22 Record? documenting he written HACCP pan, mon~tor~ng of the 49 Government Staffing 
wt ica l  c o n m  p ~ n t s ,  dales and tmer d s p e ~ f c  evem occurrences 

50 Dally lnspect,m Coverage 

. ~... ~ + . 
.- -~ ~ 

Part C -Economic 1 Vholesmeness I 
23. Labellng - Raduct Standaids . . . ~ ~ .  ...~ 

24 Labding - N e  Welghtr 
. 51 Enforcement 

I ~ 

I X 
__C_ 

16 Records docurnent~ng mpkmentat!on and rnontorlng of the 
HACCP alan I 

25 General Labeling 
52. Humane Handl~ng 

..- - -- 
26 Fin Prod StandanjrlBonelss (DefedsiAOUPak S k l n r M o ~ s t ~ r e )  
- . .~ ~ ~- 53. Animal ldent~flcation 0 

Part D -Sampling 
Generic E coliTesting 54. Ante M o n m  l m p ~ t ~ o n  

.- ~ ~ - . 
27 Whiltlen Procedures I 0 55 Pos tMor lm  lnspct ion  -- -- ~.~ . -~ 

28 Sample Co~isction/hnaiyr~s 
-- ~. ~ 

29 Records 
~ -. 

Salmonella Performance Standards - Basic Requirements ! 
- 

30 Cariec!veActons 
- . . .- - - - 

3. Rcassesrnert  

43 W a t a  Supply I 



Esrnhliihmrnr: I .1 .Audit Datc: 12 0: 7001 Proc?c\ins Operation 

5 l Spank!i Government did not perform monthl! Salnlonella testing on Ready-lo-Ear product. 

~ -
~p 


5l NAME OF AUDITOR 

I): Snder  ?.fc!nmun I L I Y - 9 ~  



-- 

-- 

-- 

- - - - -  

-- 

-- - - 

-- 

-- 

- -- 

United States Department of Agr~cul ture 

Food Safety and lnspedion Service 

~--- -~~ 

Place an X in th~%dit&sults block t o  indicate n o n c o m  
-~ ~-~ ~-

Part A -SanitationStandard @=ting Rocedures (SSOP) 
Basic Requkments RSL Economic Sampling ~ a u ~ t r  

-- ~- - -~ -~ ~-- - ~  
7 Wrltten SSOP 33 Scheduled Sample ~--

~- ~-. ~-~~ ~ ~ ~~~ 

8. Records documentng ~mplementatioo. 34. Speces Testing 
~ - ~ - - - ~  ~ 

~ -~ 
~ - , 

9 Signed and dated SSOP by m-site or ave~all authorfly. 35 Rerldue 
- .~ 

SanitXddnS t a n d a r d p e a h ~ r o c e d u r e S ( ~ ~ 0 ~ ~ ~ ~  I 
Ongohg--R e q u i m n s S  --

Part E -Other Requirements 
~~ 

10 implementatanaf SSOP'r, ncludhg monitor~ng of ~mplementation 
-

11. Mmtenanceand evaluationof the effecbveness of SSOP's I 
~ ~~~ -p 


12. Correctiveactlon when the SSOPs have faied to prevent direct X
piDduct COOtamlnatim or aduteratlon 

~ ~ -p~~~-~ -p~ -- p~ 

13. Daiy records document item 10. 1 3  and 12abave.  
~ - i 

~ - = ~  

Part B - Hazard Analvsisand Critical Control 
~-- Point (HACCP) systems - Basic Requirements 

14. Developed m d  implemented a wtittei HACCPpian 
~ ~ - -~ 

15 Conents of theHACCP i r t t h e  fmd safety harardr, 
mitlcd conboi pent., criliml limb pocedms,  mirecdve actions. - -~~-

16. Records dacumentlng lmpiementation and mntanng of the 
HACCP plan. 
-~ --~ p~. 

17 The HACCPplan is rgned and dated by theresoansible 
establishment mdwduai 

Hazard A-ad ~ i t i rcal Control P o x  
(HACCP) Systems -Ongoing Requirements 

18 Monlbnllg of HACCP plan 
~ -~-
19 Ver~ficadon and vaidatlon of HACCP pian. 

~ ~~ - . -

20. Conectiveactian written in HACCP plan. i 
~ --~-~-~ , ~ ~ - -

21, Rearsessed adequacy of the HPCCP pan. Part F - Inspection Requirements ;I 
~p- I'

p-


-~ -
22. Recorb documenting me written HACCPplan, mnltorirg of the 

ci~ticalconbal plots, dater a d  tines d rpeaficeven ocarrremes 1 19. Government Staffing 

A-
~~~ p~~-~- - ~p 

p a r t ~-Economic /Vholesomeness 10. Daily nspectlcn Coverage 
~ 

~23. iabeihg - Raduct s t a n d a r d s ~  
~ -- 11 Enbrcement 

~24. Labding - Net Weights -p~ 


25. General Labeling 52. Humane Handling 
~ ~ -- ~~ p~~- - -~ ~~p~~ 

26 Fin. Prod StandanislBoneIe%r (DefedrfAQUPdn SkiosiMoisture) 53. Anma1 ldentif~cation 
~-~ -~ --- -~~ 

~~~ 

-
Part D -Sampling 

Generic E. coliTesting 54 Ante Martem lnsac t~an  
~~~~- -~~~ 

27 Written Procedures 0 
~ ~ ~ 

28 Sample CoIbctionlAnalysis 0 --- ---p--
-~ --~~p-


~ Part G - Other Regulatoty Oversig h t  Requirements 
29 Records 0 

~ -- -- - .- --~ ~ ~~ ~ ~ 
~ 

Salmonella Performance Standads - Basic Requitements 6 European Community Drectives 
~--~ -- ~ ~~ 

i7 Mmthly Review 
~~~ ~ 

i8 
~~ ~ ~~ ~- -~~-

i9 



-- --- -- 
FSlS 5600-6 (04l0412002) 
- ~-

Page 2 of 2 
~ ~ ~ 

60 Observation of the Establishment 

Spain Est. 116 (processing only) Date of audit = Dec jrd2004 

Note: - The previous deficiency noted during the last audit in March 2004 has been corrected 

12'5 l = Preventive measures arc not included in the pre-op sanitation and operational sanitation program after the corrective 
actions are taken and verified_ neither in establishment's records nor in official's records. (9CFR 416.lj(b)) 

3815 1 = (1) Receiving door used to receive raw frozen pork has opening from outside on both side of the platform. 
(9CFR 416.2(3)) 

(2) In the dry storage room the packaging material is stored against the wall leaving no room for inspection of this 
Facility. (9CFR 4 16.2(a)) 

51 = (1) The government officials are not taking fmished product samples for Salmonella at this establishment. 

(2) The government officials are not taking fmished product samples o monocytogenes at this 
establishment. A 

~ p~ 
~~-~p ~~-

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE 
, ' 

sDr. Faroou 4hrnad f=.‘,i, 7" . -
r b."C.-, I , ?  j 10I 

~~~~ ~- ., - - ~-~ -~ - - --~ ~~ ~~ ~~ ~ ~~ ~ 



-- -- -- 

-- - 

-- 

-- -- 

Foreign Establishment Audit Checklist 
~~ - ~-

~p~ ~- -
1 EST@-iS-IUENT Elils!EAb45 L i T i - O N  ( 2 AUCIT GATE ' 3 ES7IBL'SH!:NT $9 ( 6 I l i l 4 E  :iCC.?!TRY 

Rsdondo iglesias ! 12~ii;'2004 '0 I ~ p a m  

1 -- ~~lLp~- -~L-.~C t r N  l I l , k n 2 6 6  5 hAMEOF AUCTCR(S) 1 6 T " E  OF i U D l T  
Ltiel 46300 

Dr. Nader Memarian O N ~ S I T E A U D I T  -DOCJMENTRJCT'7 
- - - . . . p l . . 1 - - ~-!-A- .- -~-

Place an X in t he  Audi t  Resul ts  b lock to indicate noncompliance with requirements.  Use  0 f no t  applicable.
---~ .-~~p~ ~p
~ 

Part A -SanitaGon Standard Operating Procedures (SSOP) Part D - Continued I ~ i d d  

Basic Requirements Results 
- I 

7 Wmtten SSO? 
-

8 Records documentng mplementation 34 Specks Testng 0 ..-- ~ . .  ~~- --~~ 

9 Slgned and daed SSOP by m ~ s i t e  or overnil authority 
- .. .. 

Sanitation Standard Operating Procedures (SSOP) 
Part E -Other Requirements 

Ongoing Rqu i ranents  .- ~~ ~ 

10 Implementation of SSOPs, lnclvdng montorng of lmplemeotation 
~~ .-. .~ 

11. Mantenanceand evaluation of theeffecbveness of SSOP'r 
~- -~ . k--up 


12 CoriectlveaCtlon when the SSOPs have faled to pievent direct 
product corkam~naticn or adulieration. 38 Establishment Giorndr and Pest Control ~, 

13 Daly reords  document ,tern 10. 11 and 12above. 39 Establishment ConstructoniMaintenance I.- .. 
Part B - Hazard Analysis and Clitical Control 40. L~ght  

Point (HACCP) Systems- Basic R e q u i r ~ e n t s  
_, 41 Ventilation 

14 Developed m d  implemented a written H ~ c C P p l a n  -- --. 

15. CoRents of theHACCPlist the f m d  safety haiaids, 42. Plumbing and Sewage icntlcd conboi pdnts, crlticai l im l t r  pocedires, mrrecbve adionr 7.-~ 

16 Records documenting impkmentation and monitomg of the 43. Watsr Supply 1 
HACCP oian I~ ~ 

44. Dressing R m r n s l l a ~ t o r i e ~  
17 The HACCPplan s sgned and deed by theresponsible - -

establishment lndivaual. 45 Equipment and Utensls 
Hazard ~ n a l y s i s ~ t i ~ a l  Control Point I 

(HACCP) Systems -Ongoing Requirements 46 Samtary Operat~aor ~-7 
-..- -~ +-18 Monibring of HhCCP plan. 
-- .- 47. Employee Hygene I~ 

--19. Vei~fcabon and vaidat~on of HACCP plan --*-
48. Condemned Product Control 

20. Coliectlveacton written in HACCP p a n  

21 Part F - Inspection Requirements Reassessed adequacy of the H K C P  plan .--LT 
--- . 

22 Records dacummtlng the written HACCP plan, man~tortrg of the 49. Government Staffing d~
crlt~cal conk01 p in ts ,  dates aod tmes d rpeeific evert ocwirerces -..-

Part C - Economic I Vholesomeness 50 Daily Inspectim Coverage i23. Label~ng- Roduct Standards 
--- . 51 Enforcement '1 X

24 Labdng - NB Weights .. 

25 F n  Prod StandarrislBonelesa (Defear lAOUPcrk SklnsrMalsture) 53 Anlmal ldentifcatan 
. ~ O-~ 1 I 

Part D -Sampling 
.- - , -.-

Generic E. col i  Testing 54 Ante Modan Inspctton I O 
~ ~ --. ..- -- ~ ~ 

27. Written Procedures 55 Por t  M o n m  l n i p c t ~ o n  
~ 

! 0 
p~ 

i O. -. fo-- - ... . .28 Sample ColkctlonlAnalyss 
p~
~.~ 

29 Records i 0 Part G - Mher Regulatory Oversight Requirements --3-. 

Salmonella Performance Standards - Basic Requirements 55 European Community Drect iver I
~ 

30 Coilectlve Pct1Oos , 0 57 Mv th l y  Revlew 
. .~  ~- ~ 

58 *--31 R83sseicmen: 0 
- - . 

32 W t t e r  Assurance o 59 i 



-- - 

5 1  

Page 2 of  2 

Estahlishmenr: 10 .4udit Dare: 17.03 1001 process in^ Opmr io r i  

Spanish Cio\crnnient did not perform monthly Salnloneila restins on Ready-to-Eat product 

. .-.-

61 NAME OF AUDITOR 6 2 .  AU ITOR SIGNAT E AND DATE 

Dr S d d ~ rhlemailim 



- - - - - -- - - - ----- - 

- - 

---- -- 

--- 
-- 

-- 

-- - 

-- 

-- - 

-- 

-- 

- - - 

- 

-- 

-- - 

U n i t e d  S ta tes  D e p a r t m e n t  o f  Agriculture 
Food Safety and Inspedion Servlce 

Foreign Establishment Audit Checklist 
1 E S T M L i S H M m T  NAMEAND LCCATON 2 AUDIT DATE 3 ESTABLISHMENT NO 4 NAME OF COUNTRY 

Campofria 2 1 Spaln 
~ ~ ~Pol. Ind. Gmonui-Vililrnar 

5 NAME OF AUDITOR(SI 6 TYPE OF AUDIT Burgos 

Dr. Farooq Ahmad ON-SITEAUDIT DOCUMENT AUDIT 
-

~~ ~~- - -~~ 

Place an X in the Audit Resul ts block t o  indicate noncompliance with requirements. Use 0 if no t  applicable. 
-

~ ~ ~ ~Pan-Sanitation S t a n d a r d O p & t i n $ R ~ r e s ( S S O ~ ~ - ~ u d , ,  Part D - Contiiied- mt 

Basic Requirements Re~uir  Economic Samolinq - ~ e r ~ ; f s. 
~- ~ -- ----- . --- -~~ ~ 

7 Wrltten SSOP 33 Scheduled Sample 
~ 

8. Records documentng impiementatian. 34 Speces Testing 
~ -~ - ~~-~~~ - -~ ~ ~ ~ ~~ 

9. Slgned and deed SSOP, by m-sl le or overall authority 35 Restdue 

Sanitation Standardqeraling P k e d u % s ( S ~ P )  Part E -Other Requirements 
Ongoing Requirements-- .~~ ~~-~ ~~~ ~~~~ 

l o  lmpiemenlatlon a! SSOP'r, includng monitamg of implementation. 36 Expo* 
~- - -- ~ ~ ~ ~~ 

11. Maintenance and evaluation of theeffecbveness of ~ S O P ' S  X 37 Import 
~ ~ ~ ~ 

12 Corlect8veacton when the SSOPr have faled to prevent direct 
poduct c o n a m n a t m  or aduteratlon. 38. Establishment G io~nds  and P e t  Cantmi 

~ ~~ ~ ~~ ~~ 

13 Daly records document Item 10. 11 and 12above. 39. Establ~shmentConstructIanlMaintenance 
- -- -- ~ ~ - - - --

Part B - Hazard Analysisand CriticalControi 40 Light I 
~ ~~~ ~~ -~~ ~~ 

41 Ven ta tan  
~ ~-

42 Plumbing and Sewage ! -

16 Records documenting impiementatlon and monltanng d the 43. wat.3 Supply 
~-

HACCP plan 

i 44 Dressing RmmSILaMlorleS 
~~ ~ ~17 The HACCP plan is rgned and daed by the responsible . 

estabikhment indlvdual 45, Equipment and Utensils 
- ~~--- ~Hazard Analysis and Critical Control Point 

(HACCP) System. - Ongolng Requirements 46. Sanltaw Operatlam 
~ ~ 

16 Mon~bnngof HACCP plan 
47 Employee Hygiene 

~~~ ~~ -

-19. Venficatian and valdalion of HACCP plan. ' 
~- . - - 48. Condemned Product Control 

20. Camctlveact ion wnt tm in HACCP pian -- ~ - ~  . -~~ -

~ ~~~ 

21 R e a r e s r e d  adequacy of the H X C P  plan. Part F - Inspection Requirements 
~ ~ ~. ~ i~~ -

22. Records documenting he wr i tkn  HACCP plan, mnitor l rg of the 49. Government Staffng 
~ r ~ t ~ c a lcanto1 mints. daier and h e r  d soecific evert occuriemer I 

50. Dally Inspectim Coverage 
~ - -~ ~ . .  . ~ 

51. Enbrcement X 
- ~-

52 Humane Handling 0 
-- - ~-

53. Anlmai ident8ficallon 0 
~~~ ~ ~-~ ~~~ ~ ~ ~-~ -- -- . 

54. Ante M a r t m  Inspection 0 
~ 

55. Post M o r t m  Inspection 0 

~~~ 
~ ~~~ ~ ~- ~-L -- -

Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - Basic Requirements 



FSlS 5000-6 (0410412002) 
-- - - -

Page 2 of 2 
-- -

60 Observation of the Establishment 

Spain Est. * 21 (processin_e only) Date of audit = Dec. 2"5004  

Note: - There was no deficiency noted during the last audit in March 2004 

11.'5 1 = It was obsened during the Pre-op-sanitation that paper towels are being used to dry the processing equipment and small 
pieces of paper towels were left attached to the meat contact surfaces of the processing equipment. (9CFR 416.14) 

1631  = It was noted during the pre-shipment review documents that establishment's responsible employee did not s i g e d  rhese 
documnents. (9CFR 417.5) 

-

61 NAME OF AUDITOR 



-- - 

-- 

- - - - - 

-- 

-- - - - - - - 

- - 

- - -- 

-- -- 

-- -- 

U n ~ t e dStates Depar tmen t  of Agriculture 

F o o d  Safety a n d  i nspedion Service 

Foreign Establishment Audit Checklist 
- - -~ - ~ ~ ~ ~ ~~ 

1 ESTA6LiSHMmT NAME AND LCCATION 2 AUDIT DATE 3 ESTABLISHMENT NO 4 NAME OF COUNTRY 

Spam 

6 TYF€ OFAUDIT 
~ 

O N ~ S I T E A U D i T  1Dr. Fxooq Ahmad 
-
r 
I 

L 

DOCLIMENTAUDIT 
, 

--~ -- - -- .-, -~ ~-~ 

Place an X in the Audit Results block t o  indicate noncornoliance with reauirements. use0 if not a o o l i c a b l e .  
~ 

Part A -Sanitation StandardOEting~icedu& (ssoTr- ~ d t 

Basic Requkments Resuits Economic Sampling 
-~ ---~ -~ - -- -

7 Written SSOP 3 3 x h e d u G a m p l e  

8 Records documentno molementatlon " , 
~ -~~- . 

9. Signed and daed SSOP, by m-s te  or ove~all wtharlty 
~~~ -~ -- -
Sanitation Standard Opemtln~rocedures(SS0P) 

~ Ong&g R e m e n t s  --~ ~- -- A 

10 lmplementatianof SSOP's, ncludng monitoring of mplementatlon. -~--p~~~- --
11. Maintenance and evaIuat8on of the effecbvenesr of ~ S O P ' S  
~p~
~~p
-- ~- -

12 Corlectiveactlonwhen the SSOPs have faled to prevent dlrect 
p ~ d u c tCORamnatim or adulteratan. 

~ -~ - -. --

13 Daiy w o r d s  document ~ e m  lo. 11 and 12abave. 
-~-~~- ~-~ ~ 

Part B -Hazard Analvsisand CriticalControl 
Point (HACCP) ~ysteins-  Basic Requirements -. 

14 Developed and Implemented a wnttm HACCP plan 
~- - -

15 Cortents of theHACCPlist the fmd safety haardr ,  I 
Xuitrcd conml  pants criticai limits, pocedwer, mrrecdve adionr 

~p
p~
~~.-~--p~ 

16 Records documentrng mpkmentatian and monitoring of the 
HACCP pian 

17 The HACCP plan ir rgned and dded bv the resDonrlble 

(HACCP) Sptems -Ongoing Requirements 
-

18 Monlbnng of HACCP pian 

21 z  e  d  adequacy of ~ ~ ~ H P C C P T ~  Part F -  Inspectian Requirements 1 
p~-~ -. 

22. Recordr dacummtlng: me wrltkn HACCPpIan, rmnltorng of the 
cr~t icalconmlplintr, daes and times d specificevert ocarrremer. ; 
p~ 
~-

Part C - Economic IHolesaneness 

-- - - -
Part G. Other Regulatoly Oversight Requirements 

- -- -~ - -. 
~ 

Salmonella Performance Standards - Basic Requirements 58 Europan Community Drectives 
- - - -~ ~ ~ 

57 Mmthly Revew 
- - -~ ~ ~ 

58 
- - ~-- - -~~ ~~~ 

59. 



~ - ~ ~ 

~.~ 

FSIS 560-6  (0410412602) Page 2 of 2 
~~ -p~-~ 

~~p 


60. Obsetvation of the Establkhment 

Spain Est it 22 (processing only) Date of audit = Dec. 1" 2004 

Note: - The previous deficiency noted durine the last audit in March 2004 has been corrected. 

1) It was noted during the review of establishment's hazard analysis documents that there is no  physical and chemical 
hazard during the processing without any reference for this justification. (9CFR 417.2) 

2) It was noted that there was no indication of how much product (Ihs) will be treated with 20 kg of Nitrite and 
100kg of Salt at their PCC2 location. (9 CFR 417.2) 

~ 
~ ~ 

~ p p ~  

~ ~ ~ ~ ~ 

-~ -~ ~-~~~ . . - ~ ~ ~ 

61. NAME OF AUDITOR 62. AUDITOR SIQ'IATUREAND DATE ,! 
. ..~',,

Dr Fatooa hhrnvd ,' (- [)[ , - I 
i 

', 
*,. c; (- i .'J I;=. /.>L.d<,</ 

~ ~- ~~-~ ~ ~ ~ ~ ~~~~ ~ - p ~ - ~ ~  

i 




-- - - 

-- - 

-- 

-- 

- - 

-- 

-- 

U C t C  States DiFar:n.ert of Agr c ~ t ~ r e  
Food Safe:y a-o i nspscton Ssrv~ce 

i -i X !  -~Dr. Nader hlcmarian OWSITE AUDIT D O C U N M T  AUDIT 
. - - . L---~~ 

Place an X in the Audit  Results block to indicate noncompliance with r e q u i r e m e n t s .  Use  0 if n o t  applicable. 
.. - -~ ~ ~ 

Part A -Sanitation Standard Operating Procedures (SSOP) Part D - Continued 
Bask Requirements

-. ... -- . 
~ e i u ~ t i  

7 Wrllten SSOP I 

6 Recolds documentng ~mplemenlation. 
-

34 Specks Te r t ng  
~ 

9 Signed and ddcd SSOP by m - s t e  or overall authority 
-

Sanitationsandard Operating Procedures(SS0P) 

- Ongohg Requirements 
~ ~~ 

Part E - Other Requirements 
~~p 

10 Impementationof SSOP'r, nciudng monrtoring of 8mpiementatlon. 
~~ ~- ~~.-~ 

11  Maintenanceand evaluation of theeffecbveness of SSOVs. 

12. Corlectve actran when the SSOPr have faied to prewnt direct 
~ 7-1;Es~abltshmentM m d s  and P e t  Contml 

-- ~ ~ d u c tcontamnat~mor aduleration 
~p
~. 

13 ~ a l yrecords document #tern 10 11 and 12above 
.p-pp... 

Part B - Hazard Analysisand CriticalControl 
Point (HACCP) Sysiems- Basic Requirements 

15 Corteots of theHACCP l i s t t he fmd  safety hazards. 
cr~t icdcontrol pants  critlcai.- ilmitr, pocedwes, mrrecbve adions. 

16 Records documenting mpkmentat ion and monitoring of the 
HACCP plan-- . 

17 The HACCP plan is sgned and dded by the responsible 
establ~shmentmdlvdual 

I x / 39 EstaDshment Conrtruct~onlMantenance I 
I 

~ 

~. ~.-.-
ii.ntil.~,nn I 

-- CI 
42 Plumbing and Sewage 
p~p~~ 


43. Water supply I 

45 Equpment and Utenr~ ls  
~ 

HazardAnalysis and Critical Control Point v 

(HACCP) Systems -Ongoing Requirements 46. Sandaw Operat!o~s 

18. ~ o n & g  of HACCP pian 
- /-47 .-Employee Hygiene 

19 Veiiflcabon and vaidatlon of HACCP plan-~ 48 Condemned Product Canliol I 
20. Co~ect iveact lonwrlttm in HACCP plan 

21 Reasressedadeqiacy of the HPCCP plan. Part F - Inspection Requirements
- ~ -I22. Recore docummtng the wrttten HACCP plan, man~ to r~wof the 49 Government Staffing 

~ r t i ca l conbo l- Economic i ~ o l & m e n e s s  50 D a y  lnspectcn Coverage .-.-Part Cpin ts ,  dates and tmes d spec!ftcevert occurremes ~- ~p~ 


-. 
23 Labeling - Raduct standards 

-- - 5;Enfarcement  v1 

~ 

25. General Labelng 

26 Fjn Prod StandaldrIBaneles (DefedrIAOUPak Skinsh4osture) 

Part D =Sampling 
Generic E coliTesiing
-p-~~ 

27 Written Procedures 
-~~-

28 Sample C~ l kc t i oo~Ara l ys l s-.. ~ ~pp~ 

29 Records 

Salmonella Performance Standards - Basic Requirements 

52. Humane Handl~ng 

54 Ante Modem inspct lon  

5 5 .  post M o n m  lo rpc t l on  

-- -.~-p 


Part G - Other Regulatory Oversight Requirements 
~ --. --

56 Eurapan Community Drect lvei  1 
.--. -.. ~ 

30 C3rlect!re Actions 57 Mmthly Revrew . 
31. R~ezressment  

I 
58 

- . -- 4-
32 'Wr):en Cssuralce 59  

FSIS- 5003-6 (04104/2002) 



israblishrnmt: 1004661 S.4 Audit Date: l?Ol 1004 Slaughlzr cur-up Operation 

I.3Lil SSOP records didnot  docuinsnt all three parts ofthe conective acrion (9CFRpan 1 1  6.15 and 1 16 . 1 6 )  

22 i l  A) IIACCP records docimienring corrective actions to be folloived in response to a deviation from a critical limit did 
not addrcss all fonr p a m  oi the  corrective acrion ((9CFK part 117 ;(a) and 417.5(a)3) 
J3) I IACCP monitorins and verification records did not include time,'inirial for each entry {9CFR part 117.S(b)) 
C) Pre-shipment rccord was not available for re\.ie\v {(OCFR part 41:j(c)} 

51 Salmonella performance standards was conducted by the establishment (9CFR pan  3 102Sjb). 



"-
;:=, ~ .,,=,-.:. .,..-,.. . ..cnL~.~i; FEJ IEN  CATE NAVE C i  FOREIGN LA6OMTORY . 

=;co$Ar$-( .>s?~:.$vse>,,7: 
=xcc~~: . ,~  12/09/2004 Laboratorio De Salud Pubica P - ~ % , ~ A ~ c ~ F ~  

FOREIGN COUNTRY LABORATORY REVIEW 

FOREIGN GOYTAGENCY CITY & COUNTRY ADDRESS CF LABORATORY 
Junta de Castilla y Leon Valadolid, Spain Adva Ramon y Cajal, 6 

Corrective Actions 

Corrected Prior Deficiencies 

Signature of reviewer ..* -<. ;, 

Designed on Farm Flow Saihvare 



Phone (2021 728 2330 
(202) 452 0100 

Fax 1202) 728 2120 

EMBASSY OF SPAIN 
Officeof Agriculture, Fisheries and Food 

2375 I'ennsylvania Ave., N.W. 
TV,ishington, D.C. 20037 

Sally White 
Acting Director 
International Equivalence Staff 
Office of International Affairs 
U.S. Department of Agriculture 
Food Safety and Inspection Service 
1400 Independence Avenue 
Washington, D.C. 20250 

Madrid, April 8,2005 

Dear Sally, 

In reference to your February 7 letter received through the United States Embassy in 

Madrid accompanying the Final Draft of the Report on the Audit of the Spanish Meat 

Inspection System, performed December 1-10, 2004, please be informed that we have 

distributed the mentioned document to the four relevant Autonomous Communities and 

the Spanish Food Safety Agency for their comments, which 1 am enclosing. 

Best regards, 

[Signed] 

Pedro Angel Garcia Gonrilez 



IMRASSY OF SPAIN 
Office of Agriculture, Fisheries and Food 

COMMENTS TO THE D R A R  REPORT ON THE AUDIT PERFORMED BY FSIS DECEMBER 1- 
10,2004 

Upon reading the draft, the following comments have been suggested: 

Page 9, item 8, second paragraph: the paragraph indicates that three laboratories 
were visited, but the Annex does not include detailed reports on the visits. 

Page 9, item 8, third paragraph: it should be added that the National Food Center 
has sent FSlS a description of its analysis methods for an evaluation of their 
equivalence. In addition, the Annex does not include a detailed report on the visit. 

Page 13: Annexes to the draft report: There are no detailed reports on the four 
visited laborator~es: Burgos, Salamanca, Toledo, and the National Food Center. 

Report on Establishment #21: the first page mentions deficiencies in points 11,22, 
and 51, whereas the second page details deficiencies on points 11, 16, and 51. This 
needs clarification, since it may be a typo. 

Last page of the Annex: it includes the report on the residue analysis laboratory in 
Valladolid, but in page 9, item 8, first paragraph, the report indicates that no 
residue analysis lab was visited. 
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